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Dear Sir or Madam, 

Aventis Pasteur would like to than for the opportunity to comme 
itIed “‘21 CFR Part I 1; Electronic Records; Electronic Si 

document defines terms that will be used in other FDA guidance dot 
following comments/~~ari~cation for your consideration. 

the above~referenced Draft 
g-es, Glossary of ‘Term,s.” The 

aft 11. we offer the 

The de~n~tions for seven out of fourteen terms defined in Section 3, 
2 1 CFR Part 1 f itself and are therefore redundant. 

are taken directly from 

e~n~tio~s for other terms are either already present in other guidance publications (e.g., the 
‘“Predicate Rule” is found in Guidance for Industry, 21 CFR Part 1 I ; Electronic Records; Electronic 
Signatures, Validation”) or could be effectively incorporated into those guidance documents. 

The ~ti~~~ of maintaining this document as a stand-alone guidance is q 

On behalf of Aventis Pasteur, we appreciate the oppo~u~i~ to comment on 2 1 CFR Part 1 X; Electronic 
Records; E~e~tro~i~ Signatures, Glossary of Terms and thank you for your consideration. 
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